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ACTION: Final rule.

SUMMARY: This final rule will revise the Medicare Advantage (MA) (Part C) program and
Medicare Prescription Drug Benefit (Part D) program regulations to implement changes related
to marketing and communications, past performance, Star Ratings, network adequacy, medical
loss ratio reporting, special requirements during disasters or public emergencies, and pharmacy
price concessions. This final rule will also revise regulations related to dual eligible special
needs plans (D-SNPs), other special needs plans, and cost contract plans. This final rule finalizes
certain 2021 and 2022 Star Ratings provisions that were included in two interim final rules with
comment period (IFC) that CMS issued on April 6, 2020, and September 2, 2020; other policies
from those interim final rules will be addressed in other rulemakings.

DATES: Effective dates: These regulations are effective on June 28, 2022, except for

amendatory instructions 27 and 36 (regarding the definition of “negotiated price” at §§ 423.100

and 423.2305), which are effective January 1, 2024.



Applicability dates: The applicability date of the provisions in this rule is January 1, 2023,

except as explained in SUPPLEMENTARY INFORMATION.

FOR FURTHER INFORMATION CONTACT: Marna Metcalf Akbar, (410) 786-8251, or
Melissa Seeley, (212) 616-2329 — General Questions.

Jacqueline Ford, (410) 786-7767 — Part C Issues.

PartCandDStarRatings@cms.hhs.gov — Part C and D Star Ratings Issues.

Marna Metcalf-Akbar, (410) 786-8251 — D-SNP Issues.
PartDPaymentPolicy@cms.hhs.gov — Part D Pharmacy Price Concession Issues.
MLRreport@cms.hhs.gov — MLR Issues.

SUPPLEMENTARY INFORMATION:

Acronyms

ACC Automated Criteria Check

AHC Accountable Health Communities

AKS Anti-kickback Statute

ANOC Annual Notice of Change

ARB At-Risk Beneficiaries

BBA Bipartisan Budget Act

CAHPS Consumer Assessment of Healthcare Providers and Systems
CAI Categorical Adjustment Index

CMS Centers for Medicare & Medicaid Services
COl Collection of Information

COVID-19  Coronavirus 2019 Disease

C-SNP Chronic Condition Special Needs Plan
DME Durable Medical Equipment
D-SNP Dual Eligible Special Needs Plan

EGWP Employer Group Waiver Plan



EOC
FAI

FDR

FFS

FIDE SNP
FQHC
HEDIS
HHS
HIDE SNP
HIPAA
HOS
HPMS
HRA
HSD

ICR

IRE
I-SNP
LOI

LTSS
MA

MAC
MACPAC
MA-PD
MCO
MCMG

MACPAC

Evidence of Coverage

Financial Alignment Initiative

First-Tier Downstream and Related Entity
Fee-for-Service

Fully Integrated Dual Eligible Special Needs Plan
Federally Qualified Health Center

Healthcare Effectiveness Data and Information Set
Department of Health and Human Services

Highly Integrated Dual Eligible Special Needs Plan

Health Insurance Portability and Accountability Act of 1996

Health Outcomes Survey

Health Plan Management System

Health Risk Assessment

Health Service Delivery

Information Collection Requirement

Independent Review Entity

Institutional Special Needs Plan

Letter of Intent

Long Term Services and Supports

Medicare Advantage

Medicare Administrative Contractor

Medicaid and CHIP Payment and Access Commission
Medicare Advantage Prescription Drug

Managed Care Organization

Medicare Communications and Marketing Guidelines

Medicaid and CHIP Payment and Access Commission



MedPAC

MIPPA

MLR

MMA

MMCO

MMP

MOC

MOOP

NAMBA

NEMT

NMM

OACT

OMB

PACE

PAHP

PBP

PDE

PDP

PHE

PIHP

PRA

RFI

RFA

RHC

SAE

SB

Medicare Payment Advisory Commission
Medicare Improvements for Patients and Providers Act
Medical Loss Ratio

Medicare Prescription Drug, Improvement, and Modernization Act
Medicare-Medicaid Coordination Office
Medicare-Medicaid Plan

Model of Care

Maximum Out-of-Pocket

National Average Monthly Bid Amount
Non-emergency Medical Transportation
Network Management Module

Office of the Actuary

Office of Management and Budget

Programs of All-Inclusive Care for the Elderly
Prepaid Ambulatory Health Plan

Plan Benefit Package

Prescription Drug Event

Prescription Drug Plan

Public Health Emergency

Prepaid Inpatient Health Plan

Paperwork Reduction Act

Request for Information

Regulatory Flexibilities Act

Rural Health Clinic

Service Area Expansion

Summary of Benefits



SDOH Social Determinants of Health

SHIP State Health Insurance Assistance Program

SNP Special Needs Plan

SSA Social Security Administration

SSBCI Special Supplemental Benefits for the Chronically Il
TPMO Third-Party Marketing Organization

Additional information regarding the applicability dates: The Star Ratings provision at
§ 422.166(1)(12) is applicable to the calculation of the 2023 Star Ratings released in October,
2022, as discussed in section I1.D.2. of this final rule. The definition of “fully integrated dual
eligible special needs plans (FIDE SNP)” in § 422.2 at paragraphs (2)(i) and (iii) through (v), (5),
and (6) as discussed in section II.A.5 of this final rule are applicable beginning January 1, 2025.
The definition of "highly integrated dual eligible special needs plans" in § 422.2 at paragraph (3),
as discussed in section II.A.5.1. of this final rule, is applicable beginning January 1, 2025. The
applicability date of the requirements at § 422.101, as discussed in section II.A.4. of this final
rule, is January 1, 2024. The requirements at § 423.100, as discussed in section II.H. of this final
rule, are applicable beginning on January 1, 2024.
I. Executive Summary
A. Purpose

Over 29 million individuals receive their Medicare benefits through Medicare Advantage
(MA or Part C), including plans that offer Medicare Prescription Drug Benefit (Part D) coverage.
Over 23 million individuals receive Part D coverage through standalone Part D plans. The
primary purpose of this final rule is to implement changes to the MA and Part D programs. This
final rule implements changes related to marketing and communications, past performance, Star
Ratings, network adequacy, medical loss ratio reporting, special requirements during disasters or
public emergencies, and pharmacy price concessions. This final rule also revises regulations

related to dual eligible special needs plans (D-SNPs), other special needs plans, and Medicare



cost contract plans.

B. Summary of Major Provisions

1. Enrollee Participation in Plan Governance (§ 422.107)

Managed care plans derive significant value from engaging enrollees in defining,
designing, participating in, and assessing their care systems.! Through this final rule, we require
that any MA organization offering a D-SNP establish one or more enrollee advisory committees
in each State to solicit direct input on enrollee experiences. We also establish that the committee
must include a reasonably representative sample of individuals enrolled in the D-SNP(s) and
solicit input on, among other topics, ways to improve access to covered services, coordination of
services, and health equity for underserved populations. Public comments on our proposal
reinforced our belief that the establishment and maintenance of an enrollee advisory committee
is a valuable beneficiary protection to ensure that enrollee feedback is heard by managed care
plans and to help identify and address barriers to high-quality, coordinated care for dually
eligible individuals.

2. Standardizing Housing, Food Insecurity, and Transportation Questions on Health Risk
Assessments (§ 422.101)

Section 1859(f)(5)(A)(ii)(I) of the Social Security Act (hereafter known as the Act)
requires each special needs plan (SNP) to conduct an initial assessment and an annual
reassessment of the individual’s physical, psychosocial, and functional needs. We codified this
requirement at § 422.101(f)(1)(i) as part of the model of care requirements for all MA SNPs.
Certain social risk factors can lead to unmet social needs that directly influence an individual’s
physical, psychosocial, and functional status. Many dually eligible individuals contend with
multiple social risk factors such as homelessness, food insecurity, lack of access to

transportation, and low levels of health literacy. Building on CMS’s experience with other

1 Centers for Medicare & Medicaid Services. (n.d.). Person & Family Engagement Strategy: Sharing with Our
Partners. Retrieved from https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-
Instruments/QualityInitiativesGenInfo/Downloads/Person-and-Family-Engagement-Strategy-Summary.pdf



programs and model tests, and with broad support from public commenters, we are finalizing a
requirement that all SNPs include one or more questions from a list of screening instruments
specified in sub-regulatory guidance on housing stability, food security, and access to
transportation as part of their health risk assessments (HRAs). However, based on public
comments, we are not finalizing our proposal that all SNPs use the same specific standardized
questions.

Our final rule will result in SNPs having a more complete picture of the risk factors that
may inhibit enrollees from accessing care and achieving optimal health outcomes and
independence. We believe this knowledge will better equip the MA organizations offering these
SNPs to meet the needs of their members. Our final rule will also equip these MA organizations
with person-level information that will help them better connect people to covered services,
social service organizations, and public programs that can help resolve housing instability, food
insecurity, or transportation challenges.

3. Refining Definitions for Fully Integrated and Highly Integrated D-SNPs (§§ 422.2 and
422.107)

Dually eligible individuals have an array of choices for how to receive their Medicare
coverage. We proposed several changes to how we define fully integrated dual eligible special
needs plan (FIDE SNP) and highly integrated dual eligible special needs plan (HIDE SNP) to
help differentiate various types of D-SNPs, clarify options for beneficiaries, and increase
integration for these types of D-SNPs.

In this final rule, we are requiring, for 2025 and subsequent years, that all FIDE SNPs
have exclusively aligned enrollment, as defined in § 422.2, and cover Medicare cost-sharing and
three specific categories of Medicaid benefits: home health services (as defined in § 440.70),
medical supplies, equipment, and appliances (as described in § 440.70(b)(3)), and behavioral
health services through a capitated contract between the State Medicaid agency and the Medicaid

managed care organization that is the same legal entity as the MA organization that offers the



FIDE SNP. In addition, we are requiring that, for plan year 2025 and subsequent years, each
HIDE SNP have a service area that completely overlaps the service area of the affiliated
Medicaid managed care plan with the capitated contract with the State. Consistent with existing
policy outlined in sub-regulatory guidance, this final rule also codifies specific, limited carve-
outs of the Medicaid long-term services and supports and Medicaid behavioral health services
covered under the Medicaid capitated contract affiliated with FIDE SNPs and HIDE SNPs.

We believe these policies will create better experiences for beneficiaries and move FIDE
SNPs and HIDE SNPs toward greater integration, which we believe is a purpose of the
amendments to section 1859(f) of the Act regarding integration made by section 50311(b) of the
BBA of 2018.
4. Additional Opportunities for Integration through State Medicaid Agency Contracts
(§ 422.107)

Section 164 of Medicare Improvements for Patients and Providers Act of 2008 (MIPPA)
(Pub. L. 110-275) amended section 1859(f) of the Act to require that a D-SNP contract with the
State Medicaid agency in each State in which the D-SNP operates to provide benefits, or arrange
for the provision of Medicaid benefits, to which an individual is entitled. States have used these
contracts to better integrate care for dually eligible individuals. In this final rule we codify new
pathways through which States can use these contracts to require that certain D-SNPs with
exclusively aligned enrollment (a) establish contracts that only include one or more D-SNPs
within a State, and (b) use certain integrated materials and notices for enrollees. Where States
choose this opportunity, it will help individuals better understand their coverage. Because Star
Ratings are assigned at the contract level, this final rule will also provide a mechanism to provide
States and the public with greater transparency on the quality ratings for the D-SNP(s), helping
CMS and States better identify disparities between dually eligible beneficiaries and other
beneficiaries and target interventions accordingly.

We also codify mechanisms to better coordinate State and CMS monitoring and oversight



of certain D-SNPs when a State has elected to require these additional levels of integration,
including granting State access to certain CMS information systems. Collectively, our proposals
will improve Federal and State oversight of certain D-SNPs (and their affiliated Medicaid
managed care plans) through greater information-sharing among government regulators.

5. Attainment of the Maximum Out-of-Pocket Limit (§§ 422.100 and 422.101)

In order to ensure that MA plan benefits do not discriminate against higher cost, less
healthy enrollees, MA plans are required to establish a limit on beneficiary cost-sharing for
Medicare Part A and B services after which the plan pays 100 percent of the service costs.
Current guidance allows MA plans, including D-SNPs, to not count Medicaid-paid amounts or
unpaid amounts toward this maximum out-of-pocket (MOOP) limit, which results in increased
State payments of Medicare cost-sharing and disadvantages providers serving dually eligible
individuals in MA plans. In this final rule we specify that the MOOP limit in an MA plan (after
which the plan pays 100 percent of MA costs for Part A and Part B services) must be calculated
based on the accrual of all cost-sharing in the plan benefit, regardless of whether that cost-
sharing is paid by the beneficiary, Medicaid, other secondary insurance, or remains unpaid
(including cost-sharing that remains unpaid because of State limits on the amounts paid for
Medicare cost-sharing and dually eligible individuals’ exemption from Medicare cost-sharing).
The change will result in more equitable payment for MA providers serving dually eligible
beneficiaries. We project that our requirement as finalized will result in increased bid costs for
the MOOP for some MA plans. A portion of those higher bid costs will result in increased
Medicare spending of $3.9 billion over 10 years. That cost is partially offset by lower Federal
Medicaid spending of $2.7 billion and the portion of Medicare spending paid by beneficiary Part
B premiums, which totals $600 million over 10 years. The net Federal 10-year cost estimate for

the finalized requirement is $614.8 million.



6. Special Requirements during a Disaster or Emergency for Medicare Advantage Plans
(§ 422.100(m))

In order to ensure enrollees have uninterrupted access to care, current regulations provide
for special requirements at § 422.100(m) for MA plans during disasters or emergencies,
including public health emergencies (PHEs), such as requirements for plans to cover services
provided by non-contracted providers and to waive gatekeeper referral requirements. The
timeframe during which these special rules apply can be very specific depending on the type or
scope of the disaster or emergency, while other situations, like the PHE for COVID-19, may
have an uncertain end date. Currently, the regulation states that a disaster or emergency ends
(thus ending the obligation for MA plans to comply with the special requirements) the earlier of
when an end date is declared or when, if no end date was identified in the declaration or by the
official that declared the disaster or emergency, 30 days have passed since the declaration. This
has caused some confusion among stakeholders, who are unsure whether to continue special
requirements during a state of disaster or emergency after 30 days, or whether those special
requirements do not apply after the 30-day time period has elapsed. In this final rule, we clarify
the period of time during which MA organizations must comply with the special requirements.
Under this final rule, MA organizations must ensure access for enrollees to covered services
throughout the disaster or emergency period, including when the end date is unclear and the
period renews several times, so long as there is a disruption of access to healthcare.

7. Amend MA Network Adequacy Rules by Requiring a Compliant Network at Application
(§ 422.116)

We proposed to amend § 422.116 to require applicants to demonstrate that they meet the
network adequacy standards for the pending service area as part of the MA application process
for new and expanding service areas and to adopt a time-limited 10-percentage point credit
toward meeting the applicable network adequacy standards for the application evaluation. Under

our current rules, we require that an applicant attest that it has an adequate provider network that



provides enrollees with sufficient access to covered services, and we will not deny an application
based on the evaluation of the MA plan’s network. Network adequacy reviews are a critical
component for confirming that access to care is available for enrollees. As such, we believe that
requiring applicants to meet network adequacy standards as part of the application process will
strengthen our oversight of an organization’s ability to provide an adequate network of providers
to deliver care to MA enrollees. This change will also provide MA organizations with
information regarding their network adequacy ahead of bid submissions, mitigating current
issues with late changes to the bid that may affect the bid pricing tool. Finally, we understand
that it may be difficult for applicants to have a full network in place almost 1 year ahead of the
beginning of the contract as the proposed change for network adequacy rules will require.
Therefore, the final rule includes a 10-percentage point credit towards the percentage of
beneficiaries residing within published time and distance standards for new or expanding service
area applicants. Once the contract is operational, the 10-percentage point credit will no longer
apply and MA organizations will need to meet full compliance.

We are finalizing our proposal, with one modification; to allow applicants to utilize
Letters of Intent (LOIs) to meet network standards in counties and specialty types as needed.
Once the contract is operational, MA organizations must have signed contracts with providers
and facilities to be in full compliance.

8. Part C and Part D Quality Rating System

Due to the scope and duration of the COVID-19 PHE, we adopted a technical change to
the 2022 Star Ratings methodology for extreme and uncontrollable circumstances in the
“Medicare and Medicaid Programs, Clinical Laboratory Improvement Amendments (CLIA), and
Patient Protection and Affordable Care Act; Additional Policy and Regulatory Revisions in

Response to the COVID-19 Public Health Emergency” published in the Federal Register and



effective on September 2, 2020 (hereafter referred to as the “September 2" COVID-19 IFC”),?
(CMS-3401-IFC; 85 FR 54820) at 42 CFR 422.166(1)(11) to make it possible for us to calculate
2022 Star Ratings for MA contracts. We proposed making a technical change at § 422.166(1)(12)
to enable CMS to calculate 2023 Star Ratings for three Healthcare Effectiveness Data and
Information Set measures that are based on the Health Outcomes Survey (87 FR 1842, January
12, 2022). Specifically, these measures are Monitoring Physical Activity, Reducing the Risk of
Falling, and Improving Bladder Control. Without this technical change, CMS will be unable to
calculate measure-level 2023 Star Ratings for these measures for any MA contract. We are
therefore finalizing § 422.166(1)(12) without modification. In this final rule, we also respond to
comments we received on the Medicare Advantage and Part D Star Ratings provisions in the
interim final rules titled “Medicare and Medicaid Programs; Policy and Regulatory Revisions in
Response to the COVID-19 Public Health Emergency” published in the Federal Register on
April 6, 2020, with a March 31, 2020 effective date (hereafter referred to as the “March 31%
COVID-19 IFC”)? (85 FR 19230) and the September 2" COVID-19 IFC. As detailed in sections
I1.D.3. and II.D.4. of this final rule, we are finalizing most of the Star Ratings provisions from
the March 315t COVID-19 IFC and the September 2" COVID-19 IFC, but we are not finalizing
several Star Ratings provisions in those interim final rules, regarding circumstances that did not
happen, because they are moot. CMS will address other provisions from the interim final rules in
other rulemakings.
9. Past Performance Methodology to Better Hold Plans Accountable for Violating CMS Rules
(§§ 422.502 and 422.503)

In a previous rulemaking cycle, CMS modified the past performance methodology,

revising the elements that are reviewed to determine if CMS should permit an organization to

2 www.federalregister.gov/documents/2020/09/02/2020-19150/medicare-and-medicaid-programs-clinical-
laboratory-improvement-amendments-clia-and-patient.

3 www.federalregister.gov/documents/2020/04/06/2020-06990/medicare-and-medicaid-programs-policy-and-
regulatory-revisions-in-response-to-the-covid-19-public.



enter into a new contract or expand an existing contract. The current regulatory language
prohibits an organization from expanding or entering into a new contract if it has a negative net
worth or has been under sanction during the performance timeframe. In this final rule, we
include an organization’s record of Star Ratings, bankruptcy issues, and compliance actions in
our methodology going forward.

10. Marketing and Communications Requirements on MA and Part D Plans to Assist Their
Enrollees (§§ 422.2260 and 423.2260, 422.2267 and 423.2267, 422.2274 and 423.2274)

CMS has seen an increase in beneficiary complaints associated with third-party
marketing organizations (TPMOs) and has received feedback from beneficiary advocates and
stakeholders concerned about the marketing practices of TPMOs who sell multiple MA and Part
D products. In 2020, we received a total of 15,497 complaints related to marketing. In 2021,
excluding December, the total was 39,617. We are unable to say that every one of the complaints
is a result of TPMO marketing activities, but based on a targeted search, we do know that many
are related to TPMO marketing. In addition, we have seen an increase in third party print and
television ads, which appears to be corroborated by State partners. Through this final rule, we
will address the concerns with TPMOs by means of the following three updates to the
communications and marketing requirements under 42 CFR parts 422 and 423, subpart V: (1) we
define TPMOs in the regulation at §§ 422.2260 and 423.2260 to remove any ambiguity
associated with MA plans/Part D sponsors responsibilities for TPMO activities associated with
the selling of MA and Part D plans; (2) we add a new disclaimer that will be required when
TPMOs market MA plans/Part D products (§§ 422.2267(e) and 423.2267(e)); and (3) we update
§§ 422.2274 and 423.2274 to require additional plan oversight requirements associated with
TPMGOs, in addition to what is already required under §§ 422.504(i) and 423.505(i) if the TPMO
is a first tier, downstream or related entity (FDR).

CMS’ January 2021 final rule, entitled “Medicare and Medicaid Programs; Contract Year

2022 Policy and Technical Changes to the Medicare Advantage Program, Medicare Prescription



Drug Benefit Program, Medicaid Program, Medicare Cost Plan Program, and Programs of All-
Inclusive Care for the Elderly” (86 FR 5864) did not require notice and taglines, based on the
HHS Office for Civil Rights repeal of certain notice and tagline requirements associated with
section 1557 of the Affordable Care Act. In the months since the publication of this rule, CMS
gained additional insight regarding the void created by the lack of these notification
requirements. Based on the significant population (12.2 percent) of those 65 and older who speak
a language other than English in the home and complaints CMS received through our Complaint
Tracking Module, in this final rule we are finalizing a requirement that MA and Part D plans
create a multi-language insert that will inform the reader, in the top fifteen languages used in the
U.S., as well as any additional non-English language that is the primary language of at least 5
percent of the individuals in a plan benefit package service area, that interpreter services are
available for free. As a note, CMS provides plans a list of all languages that are spoken by 5
percent or more of the population for every county in the U.S. As part of the finalized
requirement, plans will be required to include the multi-language insert whenever a Medicare
beneficiary is provided a CMS required material (for example, Evidence of Coverage, Annual
Notice of Change, enrollment form, Summary of Benefits) as defined under §§ 422.2267(e) and
423.2267(e). We further note that existing statutes, including Section 504 of the Rehabilitation
Act and 1557 of the Affordable Care Act, require the provision of any auxiliary aids and services
required for effective communication for individuals with disabilities at no cost to the individual.

Finally, in this final rule we are codifying a number of current sub-regulatory
communications and marketing requirements that were inadvertently not included during the
previous updates to 42 CFR parts 422 and 423, subpart V.
11. Greater Transparency in Medical Loss Ratio Reporting (§§ 422.2460 and 423.2460)

To improve transparency and oversight concerning the use of Trust Fund dollars, we
reinstate the detailed medical loss ratio (MLR) reporting requirements that were in effect for

contract years 2014 to 2017, which required reporting of the underlying data used to calculate



and verify the MLR and any remittance amount, such as incurred claims, total revenue,
expenditures on quality improving activities, non-claims costs, taxes, and regulatory fees. In
addition, the new MLR reporting templates will require additional details regarding plan
expenditures so we can better assess the accuracy of MLR submissions, the value of services
being provided to enrollees under MA and Part D plans, and the impacts of recent rule changes
that removed limitations on certain expenditures that count toward the 85 percent MLR
requirement.
12. Pharmacy Price Concessions to Drug Prices at the Point of Sale (§§ 423.100 and 423.2305)
The “negotiated prices” of drugs, as the term is currently defined in § 423.100, must
include all network pharmacy price concessions except those contingent amounts that cannot
“reasonably be determined” at the point-of-sale. Under this exception, negotiated prices typically
do not reflect any performance-based pharmacy price concessions that lower the price a sponsor
ultimately pays for a drug, based on the rationale that these amounts are contingent upon
performance measured over a period that extends beyond the point of sale and thus cannot
reasonably be determined at the point of sale. We proposed to eliminate this exception for
contingent pharmacy price concessions (87 FR 1842, January 12, 2022). We proposed to delete
the existing definition of “negotiated prices” at § 423.100 and to adopt a new definition for the
term “negotiated price” at § 423.100, which we proposed to define as the lowest amount a
pharmacy could receive as reimbursement for a covered Part D drug under its contract with the
Part D plan sponsor or the sponsor’s intermediary (that is, the amount the pharmacy will receive
net of the maximum negative adjustment that could result from any contingent pharmacy
payment arrangement and before any additional contingent payment amounts, such as incentive
fees). We proposed to allow plans the flexibility to determine how much of the pharmacy price
concessions to pass through at the point of sale for applicable drugs in the coverage gap phase of
the benefit. After consideration of the comments, we are modifying our proposal to apply the

new definition of “negotiated price” to all phases of the Part D benefit, including the coverage



gap phase. We are also amending the definition of “negotiated price” at § 423.2305 by revising

paragraphs (1) and (2) of the definition of “negotiated price” for the Coverage Gap Discount

Program to be consistent with the definition of “negotiated price” that we are adopting at §

423.100 (that is, the lowest possible reimbursement such network entity will receive, in total, for

a particular drug). This policy takes effect 60 days after publication of the final rule and is

applicable beginning on January 1, 2024. Part D sponsors will need to account for these changes

in the bids that they submit for contract year 2024.

In this final rule, we add a definition of “price concession™ at § 423.100. Although “price

concession” is a term important to the adjudication of the Part D program, it had not yet been

defined in the Part D statute, Part D regulations, or sub-regulatory guidance. We define price

concession to include any form of discount, direct or indirect subsidy, or rebate received by the

Part D sponsor or its intermediary contracting organization from any source that serves to

decrease the costs incurred under the Part D plan by the Part D sponsor.

C. Summary of Costs and Benefits

Summary of Major Provisions
of Rule

Description

Impact

1. Enrollee Participation in Plan
Governance (§ 422.107)

We are finalizing a requirement that any
MA organization must establish one or
more enrollee advisory committees in each
State where the organization offers a D-
SNP to solicit direct input on, among other
topics, ways to improve access to covered
services, coordination of services, and
health equity for underserved populations.

There is on average an
annual cost of $1.0 million
on MA organizations for
establishing and maintaining
these D-SNP advisory
committees, with a wide
range of variability.

2. Standardizing Housing, Food
Insecurity, and Transportation
Questions on Health Risk Assessments
(§ 422.101)

Building on CMS’s experience with other
programs and model tests, we are
finalizing a requirement that all SNPs
include questions on housing stability,
food security, and access to transportation
from a list of screening instruments
specified by CMS in sub-regulatory
guidance as part of their initial and annual
health risk assessments beginning in
contract year 2024.

For the initial year of
implementation, there is a
negligible impact on a
portion of SNPs to update
systems and HRA
instruments.




Summary of Major Provisions
of Rule

Description

Impact

3. Refining Definitions for Fully
Integrated and Highly Integrated D-
SNPs (§§ 422.2 and 422.107)

We are finalizing a requirement, for 2025
and subsequent years, that all FIDE SNPs
have exclusively aligned enrollment, as
defined in § 422.2, and cover Medicare
cost-sharing and Medicaid home health,
medical supplies, equipment and
appliances, and behavioral health services
through a capitated contract with the State
Medicaid agency. We are also finalizing a
requirement that each HIDE SNP’s
capitated contract with the State apply to
the entire service area for the D-SNP for
plan year 2025 and subsequent years.
Finally, consistent with existing policy
outlined in sub-regulatory guidance, we are
codifying specific limited benefit carve-
outs for FIDE SNPs and HIDE SNPs.

There is a negligible one-
time impact to update
contracts.

4. Additional Opportunities for
Integration through State Medicaid
Agency Contracts

(§ 422.107)

We are codifying new pathways through
which States can use the State Medicaid
agency contracts to require that certain D-
SNPs with exclusively aligned enrollment
(a) apply and request to establish contracts
that only include one or more D-SNP
within a State, and (b) integrate materials
and notices for enrollees. We are also
finalizing mechanisms to better coordinate
State and CMS monitoring and oversight
of certain D-SNPs when a State has elected
to require these additional levels of
integration, including granting State access
to certain CMS information systems.

There is a one-time $1.1
million impact shared
among the Federal
Government, State
governments, and MA
organizations to create new
contracts and to update
systems to review the new
materials.

5. Attainment of the Maximum Out-of-
Pocket Limit (§§ 422.100 and 422.101)

We are finalizing that the maximum out-
of-pocket limit in an MA plan (after which
the plan pays 100 percent of MA costs)
must be calculated based on the accrual of
all cost-sharing in the plan benefit, whether
that cost-sharing is paid by the beneficiary,
Medicaid, other secondary insurance, or
remains unpaid.

The policy will increase
Medicare spending by $3.9
billion over 10 years. That
cost is partially offset by
lower Federal Medicaid
spending of $2.7 billion and
the portion of Medicare
spending paid by
beneficiary Part B
premiums, which totals
$600 million over 10 years.
The net 10-year cost
estimate for the proposal is
$614.8 million.




Summary of Major Provisions
of Rule

Description

Impact

6. Special Requirements during a
Disaster or Emergency for Medicare
Advantage Plans (§ 422.100(m))

We are clarifying the period of time during
which MA organizations must comply
with the special requirements to ensure
access for enrollees to covered services
during a disaster or emergency (including
PHES) period, including when the end date
is unclear and the period renews several
times, so long as there is a disruption in
access to healthcare for enrollees in the
plan service area.

None anticipated.

7. Amend MA Network Adequacy
Rules by Requiring a Compliant
Network at Application (§ 422.116)

We are finalizing an amendment at

§ 422.116 to require an applicant to
demonstrate compliance with network
adequacy standards as part of the MA
application process for new and expanding
service areas and to adopt a time-limited
10 percentage point credit toward meeting
the applicable network adequacy standards
for the application evaluation. We are also
finalizing a modification to our proposal to
allow applicants to utilize Letters of Intent
to meet network standards in counties and
specialty types as needed.

In response to comments,
we are allowing LOlIs in lieu
of full contracts during the
application period to meet
the network standards. This
change will have negligible
impact.

8. Part C and Part D Quality Rating
System (§§ 417.472,422.152, 422.164,
422.166, 422.252,423.156, 423.182,
423.184, and 423.186)

We are finalizing a technical change at

§ 422.166(1)(12) without modification to
enable CMS to calculate 2023 Star Ratings
for three Healthcare Effectiveness Data
and Information Set measures that are
based on the Health Outcomes Survey.
We also respond to comments and finalize
certain Star Ratings provisions adopted in
the March 315t COVID-19 IFC and the
September 2" COVID-19 IFC in sections
II.D.3. and 11.D.4. of this final rule.

None anticipated.

9. Past Performance Methodology to
Better Hold Plans Accountable for
Violating CMS Rules (§§ 422.502 and
422.503)

We are finalizing the inclusion of Star
Ratings, bankruptcy issues, and
compliance actions in our methodology
going forward.

None anticipated.




Summary of Major Provisions
of Rule

Description

Impact

10. Marketing and Communications
Requirements on MA and Part D Plans
to Assist Their Enrollees (§§ 422.2260
and 423.2260, 422.2267 and 423.2267,
422.2274 and 423.2274)

We are finalizing several updates to the
communications and marketing
requirements under 42 CFR parts 422 and
423, subpart V, to define MA plans/Part D
sponsors responsibilities for TPMO
activities associated with the selling of MA
and Part D plans.

We are finalizing a requirement that MA
and Part D plans use a multi-language
insert that will inform the reader, in the top
fifteen languages used in the U.S., that
interpreter services are available for free.
We are also finalizing a requirement to
include the multi-language insert whenever
a Medicare beneficiary is provided a CMS
required material as defined under

§§ 422.2267(e) and 423.2267(e).

Lastly, we are codifying a number of
current sub-regulatory communications
and marketing requirements.

There is an annual impact of
$0.3 million on plans to
print the multi-language
insert.

11. Greater Transparency in Medical
Loss Ratio Reporting (§§ 422.2460,
422.2490, and 423.2460)

To improve transparency and oversight
concerning the use of Trust Fund dollars,
we are reinstating the detailed MLR
reporting requirements that were in effect
for contract years 2014-2017, which
required reporting of the underlying data
used to calculate and verify the MLR and
any remittance amount. In addition, we are
finalizing the collection of additional
details regarding plan expenditures so we
can better assess the accuracy of MLR
submissions, the value of services being
provided to enrollees, and the impacts of
recent rule changes.

MA organizations and Part
D sponsors are expected to
pay an additional $268.6
million in remittances to the
Treasury over a 10-year
period. There is an annual
additional $2.3 million
administrative cost to MA
organizations and Part D
sponsors for complying with
these provisions, as well as
a $0.2 million cost to the
government for Federal
contractors.




Summary of Major Provisions
of Rule

Description

Impact

12. Pharmacy Price Concessions to
Drug Prices at the Point of Sale (§§
423.100 and 423.2305)

We are eliminating the exception for
pharmacy price concessions that cannot
reasonably be determined at the point of
sale for all phases of the Part D benefit.
We are also deleting the existing definition
of “negotiated prices” at § 423.100 and
adopting a new definition for the term
“negotiated price” at § 423.100, which we
define as the lowest amount a pharmacy
could receive as reimbursement for a
covered Part D drug under its contract with
the Part D plan sponsor or the sponsor’s
intermediary. We are also modifying the
definition of negotiated price in the
coverage gap at § 423.2305 to align with
the new definition of negotiated price at §
423.100. Lastly, we are adding a definition
of “price concession” at § 423.100.

Requiring pharmacy price
concessions in the
negotiated price is expected
to reduce total beneficiary
costs by $26.5 billion
between 2024 and 2032, or
approximately 2 percent. In
addition, the policy is
estimated to have $46.8
billion in Part D costs for
the government between
2024 and 2032 due to
increases in direct subsidy
and low-income premium
subsidy payments, which
represents a 3 percent
increase. Manufacturers will
save about $16.8 billion
over the same period. We
expect a one-time cost to
plan sponsors of $0.1
million to update systems
and ongoing costs of $0.1
million for added PDE
transmission costs.

D. Background

We received approximately 6,179 timely pieces of correspondence containing one or

more comments for the provisions addressed in this final rule from the proposed rule titled

“Medicare Program; Contract Year 2023 Policy and Technical Changes to the Medicare

Advantage and Medicare Prescription Drug Benefit Programs” which appeared in the Federal

Register on January 12, 2022 (hereafter referred to as the January 2022 proposed rule, 87 FR

1842). Comments were submitted by MA health plans, Part D sponsors, beneficiaries, MA

enrollee and beneficiary advocacy groups, trade associations, providers, pharmacies and drug

companies, States, telehealth and health technology organizations, policy research organizations,

actuarial and law firms, MACPAC, MedPAC, Members of Congress, and other vendor and

professional associations.




The proposals we are finalizing in this final rule range from minor clarifications to more
significant modifications based on the comments received. Summaries of the public comments
received and our responses to those public comments are set forth in the various sections of this
final rule under the appropriate headings.

We received an overarching comment related to the proposed rule, which we summarize
in the following paragraphs:

Comment: A commenter expressed a concern about the timing of the provisions included
in the proposed rule related to the deadline for bid submissions, especially related to proposals
with contract year 2023 effective dates. The commenter noted that several proposals would
require operational and technical changes for MA organizations as well as additional resource
allocations, and, as such, welcomed additional time for implementation. The commenter
suggested it could better align and collaborate with CMS in the future if given more time to fully
understand and implement proposed changes.

Response: We understand and appreciate the commenter’s concerns and MA
organizations and Part D sponsors’ willingness to work to meet the implementation date
timeframes. In response to comments, we are modifying the date on which some of the new and
amended regulations in this final rule become applicable. We describe these modifications in
further detail in the respective sections of the rule.

We also note that some of the public comments received for the provisions implemented
in this final rule were outside of the scope of the proposed rule. As such, these out-of-scope
public comments are not addressed in this final rule. The following paragraphs summarize the
out-of-scope public comments.

A commenter noted that long-term care provider-led institutional special needs plans (I-
SNPs) offer a strong additional solution to States in integrated efforts, especially for long-term
care services u